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REMARKS 

Status of the Claims 

Claims 1-5, 8, and 10-15 were presented for examination, and were rejected. 
The Applicant appreciates withdrawal of all art-based rejection. 

Claim 8 has been canceled. Claims 1 and 11-14 have been amended. The amendment of 
claims 11 and 13 merely corrects the spelling of 'therefor'. Other amendments are described below 
and are supported throughout the specification and as indicated herein. New claims 25-28 have 
been added. Support for these new claims is found throughout the specification, for example at 
para. [008] (claim 25), para. [0082] (claim 26), and para. [0082] (claims 27-28). The amendments 
add no new matter. Entry of the amendment and reconsideration in view of the amendment are 
therefore respectfully requested. 

It is further noted that withdrawn claims 16-24 depend from claims 1 and/or 2, either 
directly or indirectly, and thus incorporate all limitations of the product claims. The restriction 
requirement dated June 2, 2006 indicated that elected product claims 1-15 (Group I) are related to 
the withdrawn claims of Groups II-IV (claims 16-24) as product and method of use. Accordingly, 
rejoinder of the withdrawn 'method of use' claims, which incorporate all limitations of product 
claims that are believed to be allowable, is respectfully requested. 

Objection to the Specification 

The Examiner alleged that the specification required 'correction', because the term 
'mixed with' in the claims as presented is not identically present in the specification, citing MPEP 
608.01(o) and 37 CFR 1.75(d)(1). The Applicant traverses this objection. 

The term 'mixed with' was added merely to reinforce what was already apparent and 
inherent in the claim as originally presented, because the Examiner repeatedly cited references 
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where that aspect of the claimed invention was absent. 37 CFR 1.75(d)(1) requires only that a claim 
terms find "clear support or antecedent basis in the description so that the meaning of the claims 
may be ascertainable by reference to the description." MPEP merely repeats that same requirement. 
In both cases the standard is whether the 'meaning of the claims can be ascertained' by reference to 
the specification: it does not say that every term in the claim must be identically present in the 
specification, and amendments to the specification are should not be made lightly. The standard for 
clear support is met here: the term 'mixed with' is not confusing or unclear, and it is fully 
supported by the specification. Moreover, the specification provides direct support for the term 
'mixed with' by repeatedly referring to the composition of the claims as a mixture — see para. 
[0048] and para. [0060], for examples. The precise term need not be identically disclosed in the 
specification for a person to read the claim and understand its meaning. Therefore no amendment to 
the specification is needed, and the Applicant respectfully requests that this objection be withdrawn. 

Rejections under 35 USC § 112 

The Examiner alleged that the claims are not enabled for peptides having a minimum 
length of three amino acids. The Examiner cites in support of this two articles that relate to epitopes 
for antibodies. The Applicant disagrees with the Examiner, and notes that Gey sen indicates that 
many epitopes of 3 amino acids were identified — Table 2 on pg. 36 of the Geysen reference 
apparently refers to 19 such 3-residue epitopes. The 'average size' of 4-5 amino acids to which the 
Examiner referred in this rejection was an average observed size of the peptide epitopes found, not a 
minimum size needed for recognition. Nevertheless, solely to expedite allowance, claim 1 has been 
amended to require a minimum length of four amino acids for the PTH fragment component. 
Support for this fragment length is found in paragraph [0083] of the specification, thus the 
amendment adds no new matter. The Applicant appreciates acknowledgment by the Examiner that 
the claims are enabled for an epitope comprising at least four amino acids (Office Action at pg. 2), 
and believes that the amendment overcomes this rejection. 
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Claim 8 was rejected as allegedly indefinite. In order to expedite allowance, that claim 
has been canceled. This rejection is thus moot and can be withdrawn. 

The Examiner indicated that claims 12 and 14 were considered unclear because they use 
the term 'PTH components." The Examiner asked, "Does it mean 'whole PTH component' or 'PTH 
fragment component'?" The Applicant traverses this rejection. The term 'PTH components' as 
used in the claims is plural, and it seems clear in both claims that it refers to both of the PTH 
components in the base claim. Use of this term is described at, e.g., paragraph [0033]. Indeed, in 
claim 14, it actually refers to the 'ratio of PTH components', which makes it amply clear to the 
reader that it embraces both the whole PTH component and PTH fragment component. Its use in 
claim 12 is consistent. The same phrase is used in the specification, see e.g. para. [0008], to 
encompass both a whole PTH component and a PTH fragment component that are present together 
in a composition. It is believed to be clear in both claims 12 and 14 as a reference to both of those 
components. 

Claim 12 and 14, however, have been amended to recite 'two or more discrete controls', 
which is believed to further clarify the usage of the term 'the components', and to further limit the 
base claim in each instance. This recitation of two or more controls in a kit is supported by the 
specification at para. [0074], and thus adds no new matter. This rejection is thus overcome, and can 
be withdrawn. 
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In view of the above, each of the presently pending claims in this application is believed 
to be in immediate condition for allowance. Accordingly, the Examiner is respectfully requested to 
withdraw the outstanding rejection of the claims and to pass this application to issue. If it is 
determined that a telephone conference would expedite the prosecution of this application, the 
Examiner is invited to telephone the undersigned at the number given below. 

In the event the U.S. Patent and Trademark office determines that an extension and/or 
other relief is required, applicant petitions for any required relief including extensions of time and 
authorizes the Commissioner to charge the cost of such petitions and/or other fees due in connection 
with the filing of this document to Deposit Account No. 03-1952 referencing docket no.*. 
However, the Commissioner is not authorized to charge the cost of the issue fee to the Deposit 
Account. 

Dated: April 29, 2008 Respectfully submitted, 

Electronic signature: /Michael G. Smith/ 
Michael G. Smith 

Registration No.: 44,422 
MORRISON & FOERSTER LLP 
12531 High Bluff Drive, Suite 100 
San Diego, California 92130-2040 
(858) 720-5113 
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